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Masimo’s Customs and Border Protection suit
could reshape USITC litigation strategy
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A years-long patent dispute over smartwatches between Apple and California
medical device manufacturer Masimo is reshaping the landscape for US intellectual
property enforcement for imported products. Depending on the outcome, we may
see litigants start suing under the Administrative Procedure Act to challenge the
federal agency that enforces US International Trade Commission exclusion orders; or
litigants may bring ex parte proceedings to that agency, US Customs and Border
Protection (CPB), to skirt exclusion orders.

The dispute also seeks to potentially limit the power of CPB to determine which

products do — and do not — fall within the scope of an exclusion order issued by the
ITC.

In August, Apple announced it would reintroduce the blood oxygen feature in its
Apple Watches — after disabling it following an infringement finding and ITC import
ban — with the caveat that the calculations would now be performed on the iPhone
rather than the watch. Apple argued to CBP that because the watch by itself is no
longer capable of performing the required calculations when not paired with an


https://www.iam-media.com/
https://www.iam-media.com/

iPhone, the watch no longer infringed on Masimo’s patents. CBP agreed and Apple
began importing the redesigned watches.

This angered Masimo, who sued CBP in federal court in the US District Court for the
District of Columbia for alleged failure to comply with the Administrative Procedure
Act, among other claims. It turns out that Apple had sought a rare ex parte ruling
from CBP that would allow it to resume imports of the watches without Masimo’s
knowledge. Masimo also implies in its complaint that CBP in effect reversed itself in
this ex parte proceeding shortly after a White House meeting between Apple CEO
Tim Cook and US President Donald Trump. This marks the first time a party has
challenged this ex parte administrative proceeding in federal district courtin a
patent dispute related to the ITC.

However, this uncertain vehicle to continue litigating after an ITC exclusion order
comes with significant risk to Masimo. It has characterised CBP’s actions as an
overstep of its authority. Judging by the tone of both CBP’s and the ITC's motions to
dismiss the district court cases, neither was pleased by Masimo’s legal challenge.
Further, Masimo chose to ignore the procedural vehicles available to it at the ITC
(modification or enforcement proceedings) until the district court strongly suggested
it change course at a hearing on 2 September. To win its district court challenge,
Masimo must defeat some of the most difficult legal standards to overcome in court.
If Masimo loses, it goes right back to enforcement bodies which it has just spent
considerable effort criticising in its legal filings.

Masimo’s argument

Masimo argues the outcome of CBP’s ex parte ruling was improper under the
Administrative Procedure Act because its analysis to permit Apple’s redesigned
watches was erroneous. Masimo also invokes the due process clause. Its primary
argument most closely resembles an appeal, suggesting the CBP, as the adjudicator,
used the wrong standard to make its decision.

But in a traditional appeal, the appellate court looks at this question for itself and
determines if the application of law by the court below was incorrect in any way that
negatively affects the appealing party. For a court in the judicial branch to review an
action by an agency like CBP in the executive branch, the court can overturn only the
most serious errors (arbitrary and capricious rulings, and abuses of discretion).

The biggest uncertainty surrounding Masimo’s challenge is whether new precedent
affects the outcome. In 2024, the US Supreme Court handed down Loper Bright,
erasing the court-created doctrine of deference to agency interpretations of law.
Loper Bright means that in this case, the statute delegates discretionary
enforcement authority to CBP and the role of the reviewing court under the
Administrative Procedure Act is to interpret the statute independently. No deference
will be given, and if the court does find that CBP lacked statutory authority to take
this action, the court will consider the ruling arbitrary and capricious.



CBP may issue limited-in-scope “internal advice” memoranda under the Code of
Federal Regulations, rules promulgated by the agency itself. But by statute (the
Smoot-Hawley Tarriff Act), only the ITC may reconsider exclusion orders and usually
only when the importer petitions the ITC for reconsideration. Therefore, if a local
CBP office believes an ITC ruling should be reconsidered, it must send a formal
request for reconsideration. The Code of Federal Regulations prohibits an importer
(Apple, in this case) from requesting internal advice for the purpose of seeking
reconsideration of an ITC ruling.

The gamble

The first hurdle is whether the district court should hear the case. Masimo never
really grapples with the jurisdictional issues that undercut its district court case. By
law, patent cases in general, as well as appeals from ITC decisions, must go to the

US Court of Appeals for the Federal Circuit. But Masimo is seeking to have its claims
against CBP (and the ITC) adjudicated in the DC Circuit.

On 18 September, Masimo muddied the waters further by filing for administrative
relief at the ITC. Apple argues that the ITC lacks jurisdiction over this petition since
Apple raised the issues in its own Federal Circuit appeal.

If Masimo continues to pursue administrative channels at the ITC, its chances of
winning there will absolutely be reduced. Not only is Masimo continuing to spend
considerable effort litigating the commission’s and CBP’s own authority, but its initial
actions could be seen as an attempt to circumvent that authority.

What made Masimo’s admittedly risky yet original strategy attractive was that, if
successful, it would have resolved the dispute without needing to return to the ITC.
But now that an ITC modification is in briefing, Masimo is spread between three
adjudicatory bodies, and its chances of convincing the district court to step in are
shrinking.

Impact on other importers

The effect of the dispute is heavily outcome dependent. If the district court hears
Masimo’s arguments on the merits, the Administrative Procedure Act may become a
vehicle to challenge the specific contours of an ITC exclusion order against a set of
products. This becomes more enticing if Masimo prevails. In other instances,
importers may attempt to use the Administrative Procedure Act to challenge the
action of CBP enforcing an exclusion order.

On the other hand, if Masimo loses or is not heard by the district court, we could see
CBP ex parte proceedings becoming an end-run around exclusion order

enforcement. Masimo claims that it had no notice of this advice request, so patent
owners will need to remain vigilant after securing an exclusion order or risk still
having to compete with purportedly excluded infringing products.



Masimo’s strategy is a considerable risk on its part. New precedent, uncertain
jurisdiction, and the way Masimo’s conduct could be construed by a judge means
that it has a lot riding on the upcoming inflection points at the district court. But no

matter the outcome, the Apple-Masimo dispute has the potential to create new
avenues to litigate intellectual property rights.
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